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Box No. I 



Basis of this opinion 



1. With regard to the language, this opinion has been established on the basis of the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ 

This opinion has been established on the basis of a translation from the original language into the following language 

. which is the language of a translation furnished for the piuposes of international search (.under 

Rule 12.3 and 23. 1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

a sequence listing 
j tablet s) related to the sequence listing 

b. format of material 
[Xj in written format 

|^\] i n c o mpu t er readable for m 

c. time of filing/furnishing 

\X\ contained in the international application as filed. 

[X] fl l e d together with the international application in computer readable form. 
| | furnished subsequently to this Authority for the purposes of search. 

~" 1 1 In Edition. in tne case lnat more than one version or copy of a sequence listing and/or tablets) relating thereto has been filed or 
furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyond the application as filed, as appropriate, were furnished. 

4. Additional comments: 
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Claims 5 , 7 , 8 , 10, 16 



Box No. V Reasoned statement under Rule 431>is.l(a)<i) with regard to noveltv, inventive step or industrial applicability; 
citations and explanations supporting such statement 

I. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) , 



Claims 1-4, 6, 9, 11-15, 17 



Claims 8 , 10 



Claims 1-7, 9, 11-17 



Claims 1-17 
Claims ~~ 



YES 
NO 



YES 
NO 



YES 
NO 



2. Citations and explanations: 

Reference is made to the following documents: 



Dl: PANCHOLI PREETI ET AL : "DNA immunization with 
hepatitis C virus (HCV) polycistronic genes or 
immunization by HCV DNA priming-recombinant 
canarypox virus boosting induces immune 
responses and protection from recombinant HCV- 
vaccinia virus infection in HLA-A2 . 1- 
transgenic mice." JOURNAL OF VIROLOGY, 
vol. 77, No. 1, January 2003 (2003-01), pages 
382-390 

D2: WO 01/30812 A (CHIRON CORP; PALI ARD XAVIER 
(US); SELBY MARK (US); HOUGHTON MICHAEL () 
3 May 2001 (2001-05-03) 

D3: CHO J H ET AL: "Enhanced cellular immunity to 
hepatitis C virus nonstructural proteins by 
codelivery of granulocyte macrophage-colony 
stimulating factor gene in intramuscular DNA 
immunization" VACCINE, BUTTERWORTH SCIENTIFIC. 
GUILDFORD, GB, vol. 17, No. 9-10, 5 March 1999 
(1999-03-05), pages 1136-1144 
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Box No. V Reasoned statement under Rule 431>is.](a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

NOVELTY (PCT Article 33(2)) ~ ~~" 

1.1) Dl discloses a eukaryotic expression vector (pRS) 
and a poxviral vector, comprising a nucleotide sequence 
coding for the NS3/NS4 polyprotein and a polynucleotide 
sequence coding for the NS5b polypeptide of HCV genotype 
lb (Dl, page 383). Said vectors induce a specific T 
lymphocyte response, after prophylactic immunization of 
mice (Dl, table 1) . 

The vectors comprising polynucleotide sequences coding 
for NS3/NS4 and NS5b are considered to be a kit, because 
they are used together in the first inoculations ("prime- 
boost") in the mice (Dl, figures 6 and 7). 
The subject matter of claims 4, 6, 9, 11-15 and 17 is 
thus not novel (PCT Article 33(2)) 

1.2) D2 discloses peptide compositions comprising NS3, 
NS4 and NS5 polyproteins and polypeptides of HCV genotype 
lb or of HCV of various genotypes, in all the possible 
combinations (D2, page 14, line 8-page 15, line 12), for 
inducing a specific T lymphocyte response. 

The subject matter of claims 1-3 and 12-14 is thus not 
novel (PCT Article 33(2)). 

1.3) The subject matter of claims 5, 7, 8, 10 and 16 is 
novel (PCT Article 33(2)). 



INVENTIVE STEP (PCT Article 33(3)) 

2.1) Dependent claims 5, 7 and 16 do not contain any 
feature which, in combination with the feature of any one 
of claims to which they refer, meet the requirement of 
the PCT in respect of inventive step, the reasons being 
as follows: 
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Box No. V Reasoned statement under Rule 43bis.I(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

In D2, it is suggested to use adenovirus vectors for 
expressing HCV polyproteins and polypeptides of various 
genotypes (D2, page 21, lines 7-14) . 

Dl discloses a system of two different vaccinal vectors 
("prime-boost"), and changing one of the vectors for an 

adenovirus vector is not the product of an inventive step 
(PCT Article 33 (3) ) . 



2.2) Document D3, which is considered to be the prior art 
closest to the subject matter of claims 8 and 10, 
describes vectors comprising polynucleotide sequences 
coding for the NS3NS4aNS4bNS5aNS5b polyprotein of HCV 
(D3, page 1137) for HCV vaccine purposes (D3, tables 1 
and 2, figure 2) 

The subject matter of claims 8 and 10 differs from these 
known vectors only by virtue of the presence of the 
polynucleotide sequences coding respectively for the 
NS3NS4aNS4b polyprotein and the NS5b polypeptide in a 
vaccine vector against HCV, in the absence of any 
polynucleotide sequence coding for NS5a.. 

The problem that the present invention is intended to 
solve can thus be considered to be that of the provision 
of alternative vaccine vectors against HCV. 

The solution, as proposed in claims 8 and 10 of the 
present application, is considered to be inventive (PCT 
Article 33(3)) because the prior art does not disclose 
the fact that a vector containing only polynucleotide 
sequences coding for the NS3/NS4 polyprotein and the NS5b 
polypeptide of HCV will induce protection against HCV 
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International application No. 

^ PCT/FR2004/050214 



Box No. VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully supported by 
the description, are made: 

3) It appears that the word "NS5b""*>is missing at the 
end of claim 13. 
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